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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/21/2007 has been entered. 

Claims 1 , 7-21 , 29-33 are pending and have been considered on the merits. 
Claims 34-50 have been withdrawn. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1, 7-21,29-33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over WO 99/01034 in view of WO 00/69449, WO 01/74164 and Kishimoto et al (Genes 
and Dev., 2000, p. 11 81 -'85) supported by Zhu etal. 

WO '034 discloses a method for producing new hair growth comprising culturing 
human dermal papilla cells in a conditioned medium. They show that 
co-cultivation allows rat papilla cells to retain their hair inducing capabilities through 56 
passages (p. 2, lines 7-10). WO'034 disclose that the human papilla cells cultured in a 
conditioned medium can expand rapidly for many passages in vitro while 
maintaining their hair inducing properties (p.2, lines 27-29). The cells used in the 
conditioned medium may be autologous or allogenic in source (p.4, lines 
10-22). After culturing the papilla cells in the conditioned media, the papilla cells 
are then harvested and can be used directly or centrifuged, i.e. concentrated (p. 5, lines 
1-4). 

Although, WO'034 does not specifically teach the number of passages of the 
dermal papilla cells, they do teach that the cells can expand for many passages and 
further teach the ability of rat cells under the same conditions to retain their hair 
inducing properties through 56 passages. Thus, it would be obvious to one of ordinary 
skill in the art at the time the invention was made to cultivate dermal papilla cells in a 
conditioned medium with cells of non-epidermal origin and expect success in 
maintaining the hair inducing properties through passages of more than seven. 
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WO '449 disclose conditioned cell culture medium compositions and their 
methods of use. The medium may be conditioned with any eukaryotic cell type 
(p. 5, lines 30-34) including human hair papilla cells (p.45, lines 34),epithelial cells, 
stromal, parenchymal, mesenchymal cells, liver reserve cells, neural stem cells, 
pancreatic stem cells, fibroblasts including human dermal fibroblasts, endothelial cells, 
pericytes, macrophages, monocytes, plasma cells, mast cells, adipocytes, 
chondrocytes, keratinocytes (p. 5, lines 32-35, p.8,1 ines 8-1 2, p. 9 lines 31 -35) from 
corresponding tissues including bone marrow, skin, liver, pancreas, kidney as well as 
genitourinary tract, i.e. encompassing the prostate (p. 12, lines 13-20). Cell lines may 
also be used in the conditioned medium but are carefully screened for human and 
animal pathogens, i.e tested for risk factors associated with transplantation (see p. 
14, lines 6-10). The medium may contain, but does not require the addition of additional 
growth factors and proteins, i.e, consisting essentially of the conditioned medium (p. 13, 
lines 8-12) and is serum-free (p. 1 1 , lines 4-7). The medium may be in any form such as 
liquid, frozen, lypholized, or dried (p. 6, lines 18-20). The compositions are used to 
culture cells and further is formulated for methods of stimulating hair growth (p. 7, lines 
18-31). The conditioned medium is also concentrated by any methods known in the art 
(p.29,1ines 1-9, p.46 lines 2-3). 

Neither reference teaches cultivating hair inductive cells such as dermal papilla or sheath 
cells in conditioned medium conditioned with prostate epithelial cells. WO '164 teaches a 
method comprising culturing dermal papilla (DP) cells with cells expressing Wnt proteins to 
promote hair growth. The culturing of DP cells with Wnt maintains hair inductivity (p.l, lines 
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17-19). The Wnt expressing cells can be autologous or allogeneic to the DP cells (p. 3, lines 11- 
17). The method comprises culturing DP cells to increase the number of DP cells, i.e. three or 
more passages (p. 14, lines 1-2,26-28, p.23, lines 1-14) and then harvesting and returning the cells 
(p.14, lines 15-23). 

Kishimoto et al (Genes and Dev., 2000, p.1 1 81 -'85) teach Wnt signaling effects 
on DP cells when the cells were exposed to cells expressing Wnts 3a,4,5a, 7a. They 
show that the hair inductive activity of DP cells is maintained in culture by Wnt signaling 
and that exogenous Wnt would extent hair cycle and promote hair growth (p.1 184 col. 
1)- 

Zhu et al demonstrate that prostate epithelial cells do express Wnt genes 
(abstract and Fig. 1 A). Fig. 1 A lane 1 clearly shows expression of most all genes in the 
Wnt gene family, including Wnt 4,5,7,1 1 . 

At the time of the claimed invention, it would have been obvious to one of 
ordinary skill in the art to cultivate hair inductive cells such as dermal papilla (DP) cells 
in a conditioned medium as such methods are known in the art as taught by WO'034 
and WO'449. Specifically it would have been obvious to condition the medium with 
prostate epithelial cells because as taught by WO'164 and Kishimoto, Wnt signaling and 
co-culturing DP cells with cells expressing Wnt clearly maintains and promotes hair 
growth and hair inductivity. While they do not teach prostate epithelial cells specifically, 
these cells are known the express Wnt, as is evidenced by Zhu who show expression of 
nearly all 19 Wnt genes. Thus, given what is known in the art of prostate epithelial cells 
Wnt expression and it's ability to promote and maintain hair growth and inductivity, it 
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would have been obvious at the time of the invention to culture DP cells in a medium 
conditioned with prostate epithelial cells. 

Moreover, at the time of the claimed invention, one of ordinary skill in the art 
would have been motivated to culture DP cells in a medium conditioned with prostate 
epithelial cells with a reasonable expectation for successfully cultivating hair inductive 
cells because it is known in the art that Wnt levels positively regulate the ability of 
dermal papilla cells to promote hair growth and culturing DP cells with Wnt expressing 
cells maintains hair inductivity. Further, prostate epithelial cells are known to express 
Wnt genes such as those taught by WO-164. 

Response to Arguments 

Applicant's arguments with respect to claims 1,7-21,29-33 have been considered 
but are moot in view of the new ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIFFANY M. GOUGH whose telephone number is 
(571)272-0697. The examiner can normally be reached on M-F 8-5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Tiffany M Gough/ 
Examiner, Art Unit 1657 

/Ruth A. Davis/ 

Primary Examiner, Art Unit 1651 



